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5 10(K) SUMMARY

This summary of 5 10(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 5 10(k) number is: tV~ 0(0

1. Submitter:

Shenzhen Mindray Rio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,

518057, P. R. China

Tel: +86 755 8188 5640
Fax: +86 755 2658 2680

Contact Person:
Yang Zhaohui
Shenzhen Mindray Rio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: January 15, 2012

2. Device Name: M7/M7T Diagnostic Ultrasound System

Classification
Regulatory Class: 11
Review Category: Tier 11
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CER 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Device Descrip~tion:

M7/M7T Diagnostic Ultrasound System is a general purpose, portable/mobile, software

controlled, ultrasound diagnostic system. Its function is to acquire and display ultrasound

images in B-Mode, M-Mode, PW-Mode, CW mode, Color-Mode, Color M-Mode,

Power/Dirpower Mode, TDI mode or the combined mode (i.e. B/M-Mode).This system is

a Track 3 device that employs an array of probes that include linear array, convex array
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and phased array with a frequency range of approximately 2.5 MHz to 10.0 MHz.

4. Intended Use:

The M7/M7T Diagnostic Ultrasound System is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for use in gynecology, obstetric, abdominal,
pediatric, small parts (breast, testes, thyroid), neonatal cephalic, transcranial, cardiac,
transvaginal, transrectal, peripheral vascular, urology, orthopedic, and musculoskeletal
(conventional and superficial), intraoperative and transesophageal (cardiac) exams.

5. Cornparison with Predicate Devices:

M7/M7T Diagnostic Ultrasound System is comparable with and substantially equivalent

to these pred icate devices:

Preic~ate Mauatrr Mdl510(k) Control

Device J Number-

I________ MIndray M7/M7T K103677

2 Mindray DC-7 K103583

3 Mindray DC-8 K113647

4 GE Logiq 7 K03218

5 Philips iU22 K093563

They have the same technological characteristics, are comparable in key safety and

effectiveness features, and have the same intended uses and basic operating modes as the

predicate devices.

6. Non-clinical Tests:

M7/M7T Diagnostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and

mechanical safety, and has been found to conform with applicable medical safety standards.

This device has been designed to meet the following standards: UD 2, UD 3, lEG

60601-1, lEG 60601 -I-I1, lEG 606d1-1-2, LEG 60601-1-4, lEG 60601-2-37,UL 60601-1,

15014971, ISO 10993-1, IEC62304 and 1EC60601-2-18.

Conclusion:
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Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design, -

development and quality process of the manufacturer confirms with 21 CFR 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device

safety standards. Therefore, the M7/N47T Diagnostic Ultrasound System is substantially
equivalent with respect to safety and effectiveness to devices currently cleared for
market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

O 7 Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Jeff D. Rongero

Senior Project Engineer AR1921
Underwriters Laboratories, Inc.
12 Laboratory Drive
RESEARCH TRIANGLE PARK NC 27709

Re: K121010
Trade/Device Name: M7/M7T Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, TYG, and ITX
Dated: March 30, 2012
Received: April 3, 2012

Dear Mr. Rongero:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This detenmination of substantial equivalence applies to the following transducers intended for
use with the M7/M7T Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C5-2s P7-3s L14-6Ns
V1IO-4s 4CD4s P12-4s
VlO-4B3s 6C2s CW2s
71,4s *7L5s 7LT4s

*L14-6s L7-3s P7-3Ts
P4-2s L1I2-4s



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA may*
publish further announcements concemning your device in the Federal Register.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and'if applicable) the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a Iegally' marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for yrour device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucml 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://wwwfda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren Hefnier at
(301) 796-6881.

*Sincerely Your,

ne M. iscting Dire r
ivision of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health



Indications for Use

510(k) Number*(if known):

Device Name: M7/M7T Diagnostic Ultrasound System

Indications For Use:

The M7/M7T Diagnostic Ultrasound System is applicable for adults, pregnant

women, pediatric patients and neonates. It is intended for use in gynecology,

obstetric, abdominal, pediatric, small parts (breast, testes, thyroid), neonatal

cephalic, transcranial, cardiac, transvaginal, transrectal, peripheral vascular,

urology, orthopedicand muscul oskeletal (convefltioflal and superficial),

intraoperative and transesophagel (cardiac) exams.

Prescription Use _X_ AND/OR Over-The-Counter Use _

(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER

PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (QIVO)

Pagel1of -1-_

) IVs~ rs d

tiSc O'C a
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Mindray Co. Ltd.- MY/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: NIA

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific B W CDColor Combine Ote(sciy
(Track I Only) (Track I & 3) B M PD Doppler (sOtercspeify

Ophthalmic Ophthalmic

Fetal P P P p P J Note 1,2,3,4,6,7,8

Abdominal P P P P P P Note 1,2,3,4,5,6,7,8

tntraoiperative (specify)- N N N N N Notel,2,4,6,7,8

lntraoperative (Neuro) ___ ________

Laparoscopic

Pediatric p p P P P P Note 1,2,3,4,5,6,7,8

Small organ(spccify)* P P P P P Note 1,2,4,6,7,8

Fetal Neonatal Cephalic P P P p p P Note 1,2,4,5,6,7,8

tmaging Adult Cephalic P p p P p P Note 1,2,4,5,6,7,8

& Other Trans-rectal P P p P P Note 1,2,4, 6,7,8

Trans-vaginal P P P P P Note 1,2,4,6,7,8

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P p P P P P Note 1,2,4,5,6,7,9

Musculo-skeletal Superficial P p P P P Note 1,2,4,6,7,8

Intravascular-

______Other (specify)-** P P P P P Note 1, 2, 4,6,7,8

Cardiac Adult P P P P P P Note 1,2,5,6,7,8

Cardiac Pediatric P P P P P P Note 1,2,5,6,7,8

Cardiac Intravascular (Cardiac) ________

Trans-esoph.(Cardiac) N N N N N N Notel1,2,5,6,8

Intr-Cardiac

Peripheral Peripheral Vascular P P pp P Note 1, 2,4,6,7,8

Vascular Other (specify) ________

N-new indication; P=previously cleared by FDA; E=adlded under Appendix E

Additional coniments:Combined modes: B+M. PW+B, Color + B, Power±+ B, PW +Color+4 B, Power + PW +B.

-Intratoperative includes abdominal, thoracic, and vascular.

**Small organ-brrast, thyroid, testes.

-- *Other use includes urology.

Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(Real-time 3D)

Note 4: iScape

Note5: TOI

Note6: Color MA

Note7: Biopsy Guidance (Di ison Signttff)

NoteS: Amplitude Doppler lo fof In Vitro -nostic Device Evaluation and Safety



Mindray Co. Ltd.- M7IM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer: C5-2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _ ____

General Specific B m Color Combn Other (specify)

(Track I0 Oly) (Track I & 3) Dope seidi)________

Ophthalmic Ophthalmic I________

Fetal , P P P p p Note 1, 2, 4,6,7,8

Abdominal P p PP P Note 1, 2, 4,6,7,8

lntraoperative (specify)*____

Intraoiperative (Neuro) ___

Laparoscopic- - - -

Pediatric P P P P P Note 1, 2,4,6,7,8

Small organ(specify)*

Fetal Neonatal Cephalic- - - -

imaging Adult Cephalic- - - - -

& Other Trans-rectal ____ _________

Traits-vaginal- - - - -

Trans-urethral

Truns-esoph.(non-Card.) - - - -

Musculo-skeletal Conventional _______

Musculo-skeletal Superficial-

Intravascular

Other (specify)**_________

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Peripheral Vascular P p p P P Note I, 2,4,6,7,8

Vascular Other (specify)- - - -

Nnew indication; P-previously cleared by FDA; E3-added under Appendix E

Additional comments:Comhined modes: B+M, PW-4B, Color + B, Power + B, PW +Color+ B, Power + PW -4B.

-lntraoperative includes abdominal, thoracic, and vascular,

**Small organ-breast, thyroid, testes.

*-Other use includes urology.

Note I: Tissue Harmonic Imaging The feature does not use contrast agents.

Note 2: Smarl3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TOI

Note6: Color M

Note7: Biopsy Guidance

Notes: Amplitude Doppler.

D sion ciologiotI Dvices
of n vt~o Dignost cie Evaluationl and Safety



Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indicat ions for Use Form

System: M7/MTT Diagnostic Ultrasound System

Transducer: VI O4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis df the human body as foallowvs:

Clinical Application .Mode of Operation _______

General Specific B M PDC Color Combin Other (specify)
(Track I Only) (Track I & 3) Doppler (specify)

Ophthalmic Ophthalmic- - - - - -

Petal P P p p p Note 1, 2, 4,6,7,8

Abdominal _______

lntraoperative (specily)*

Inaoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)"

Fetal Neonatal Cephalic

Imaging Adult Cephalic ________

& Other Trans-rectal P P. P P P Note 1, 2,4,6,7,8_

Trans-vaginal P P p P p Note 1, 2,4,6,7,8

Trans-urethral ________

Trans-esoph.(non-Card.) - - - -

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify)*** pPp P P P Note 1, 2, 4,6,7,8

Cardiac Adult

Cardiac Pediatric ________

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac- - - - - -

Peripheral Peripheral Vascular ____

Vascular Other (specify) MW --

N~new indication; P-previously cleared by FDA; E-added under Appendix E

Additional comments:Conibined modes: B±M, PW+B, Color + B, Power + B, PW +IColor+ B, Power + PW +B.

*lntraoperative includes abdominal, thoracic, and vasular.

"Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imnaging. The feature does not use contrast agents.

Note 2: Smart3lJ

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDM

Note6: Color M

Note7: Biopsy Guidance

NoteS: Amplitude Doppler

Offic oI n Vitro Bra no Device Evaluation and Saety00 -



Mindray Co. Ltd.- M7IM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer VIO-4Bs

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific B M PW CT Color Combine Other (specif')
(Track I Only) (Track I & 3) Doppler (specify') ________

Ophthalmic Ophthalmic - - - - -

Fetal p p p p P Note 1, 2,4,6,7,8

Abdominal

lntraopcrative (specify)* ____ ________

lntraoperative (Neuro)

Laparoscopic _________

Pediatric

Small organmspecify)' "_______

Fetal Neonatal Cephalic
Imaging Adult Cephalic _______

&Other Trans-rectal P P P P P Note 1,42,4,6,7,8

Trans-vaginal P P P P P Note 1, 2,4,6,7,8

Trans-urethral

Trans-esoph.(non-Card.) _______

Musculo-skeletal Conventional ___ ________

Musculo-skeletal Superficial _______ ________

Intravascular ________

Other (specify).** P p p P p Note 1, 2,4,6,7,8

Cardiac Adult ________

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac ________

Peripheral Peripheral Vascular
Vascular Other (specify) ________

N-new indication; P-previously cleared by FDA; Fadded under Appendix E

Additional commerts:Combined modes: B+M, PW+B, Color + B, Power + B, PW +-Color+F B, Power + PW +B.

lIntrao~pemtive includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D)

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6& Color M

Note7: Biopsy Guidance

Notes: Amplitude Doppler

Office I V o Oaun tic Device Evaluation ants Safety

510 0 5



Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer: 71-4s.

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application .Mode of Operation ________

General -Specific B M CD Color Combine Ote(sci)

(Track I Only) (Track I & 3) B ~DC DDoppler (specify) ________________

Ophthalmic Ophthalmic- - - - - -

Fetal

Abdominal P P P P P Note 1,2,4,6,7,8

lntraoperative (specify)-

Intraoperative (Neuro)

Laparoscopic- - -

Pediatric P P P P P Note 1,2,4,6,7,8

Small organ(specify)** p p p P P Note 1,2, 4,6,7,8

Petal Neonatal Cephalic P P P P P Note 1,2, 4,6,7,8

imaging Adult Cephalic
& Other Trans-rectal ________

Trans-vaginal _ __

Trans-urethral _________

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P p+ pi P P Note IA,4,6,7,8

Musculo-skeletal Superficial P P P P P Note 1,2, 4,6,7,8

Intramacular

Other (specifv)-**

Cardiac Adult

Cardiac Pediatric

Cardiac tntravascular (Cardiac) -____

Trans-esoph.(Cardiac) ____

Intra-Cardiac- - - - -

Peripheral Peripheral Vascular P p P P P Note I,2, 4,67,8

Vascular Other (specify) ________

Nnewv indication; P. previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M. PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B

flntroperative includes abdominal, thoracic, and vascular,

-*Small organ-breast, thyroid, testes.

***other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5 TDI

Note6: Color M

Note7: Biopsy Guidance

Offi1e Vifto Draq cogiceEa I, f11
510K IhQVV



Mindray Co. Ltd,- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/MTT Diagnostic Ultrasound System

Transducer: Li1-6s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

Gnrl Specific B M PWD CWD Color Combined Other (specify)

(Track.! Only) (Track I & 3) 1 -oplr (secfy

Ophthalmic Ophthalmic _______

Fetal

Abdominal _______

Lntraoperative (speci fy)'

lntraoperative (Neuro)

Laparoscopic- - - - -

Peiari P P P P Note 1,2,4,6,7,8

Small orgagspecify)* P P P P p Note 1,2, 4,6,7,8

Fetal Neonatal Cephalic P P p -p P Note 1,2, 4,6,7,8

Imaging Adult Cephalic- - - - - -

& Other Trans-rectal

Trans-vaginal- - - -

Trans-urethral

Trans-esuph.(non-Card.) - - - - -

Musculo-skeletal Conventional P P P P p Note 1,2, 4,6,7,8

Musculo-skeletal Superficial P pP P Note 1,2,4,6,7,8

Intravascular

Other (specify)***-

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular- (Cardiac)

Trans-esoph.(Cardiac) - - - -

intra-Cardiac

PePeriphe erpeamaclr P P Note 1,2, 4,6,7,8

Vascular Other (specify) - - -

N-new indication; P~previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B3, Power + B, PW +-Color+I-B, Power + PW +B.

tIntraoperative includes abdominal, thoracic, and vascular.

-SmalI drgan-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Hlarmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDt

Note6: Color M

Note7: Biopsy Guidance

Offilce In aDt ssco,, elog, and afet

__________ DDE-i



Mindray Co. Ltd.- M7fM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: P4-2s

Intended Use: Diagnostic ultrasound imaging or fluid flowv analysis of the human body as follows:

Clinical Application Mode of' Operation

General Specific. B M PW CW Color Comnbin Other (specify)
(Track I Only) (Track I & 3) Doppler (specify) ________

Ophthalmic Ophthalmic - - - - -

Fetal

Abdominal P P P P P P Note 1, 2,5,6,7,8

lntraoperative (specify)-

lntroperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 1, 2,5,6,7,8

Small organ(specify)-*

Fetal Neonatal Cephalic P P P P p P Note 1, 2,5,6,7,8

tmaging Adult Cephalic P P P P P P Note 1, 2,5,6,7,8

& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esophitnon-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular ________

Other (specify)***_________

Cardiac Adult P _P P P P P Note 1, 2,5,6,7,8

Cardiac Pediatric P P P P P P Note 1, 2,5,6,7,8

Cardiac Intravascular (Cardiac) ____

Trans-esoph.lCardiac)- - - -

Intra-Cardiac

Peripheral Peripheral Vascular ____

Vascular Other (specify)- - - - - -

N-new indication; Ppreviously cleared by FDA; Eadded under Appendix E

Additional conmnents:Conibined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW ±B.

HIntraoperative includes abdominal, thoracic, and vascular.

-- Sm~all organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(Real-tinie 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

Notel: Biopsy Guidance

teS: Amplitude Doppler

Office of InIaDgnsa vc Evaluatian and Safety

510K,0 8-



Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/MIT Diagnostic Ultrasound System

Transducer: P7-3s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human bod y as follows:

Clinical Application Mode of Operation

General Specific B M P~r CWD Color Combine Other (specify)
(Track I Only) (Track I & 3) Doppler (specify) ________

Ophthalmic Ophthalmic- - - - - -

Fetal

* Abdominal P p p P P p Note 1, 2,5,6,8

lntraoperative (specify)-_________

lntraoperative (Neuro)

Laparoscopic

Pediatric P p p p p P Note 1, 2,5,6,8

Small organ(specify)**

Fetal Neonatal Cephalic P Pp p P P Not 1,2,5,6,8

Imaging Adult Cephalic P P P P P P Noe 1, 2,5,6,8

& Other Trans-rectal ______

Trans-vaginal

Trans-urethralid_____

Trans-esoph. (non-Card.)

Musculo-skeletal Conventional P p p p P P Note 1, 2,5,6,8

Musculo-skeleta Superficial

Intravascular-

Other (specify)"*

Cardiac Adult p p P p p p Note 1, 2,5,6,8

Cardiac Pediatric P p P p P P Note I, 2,5,6,8

Cardiac Intravascular (Cardiac) -____

Trans-esoph.(Card iac) _________

Intra-Cardiac

Peripheral Peripheral Vascular ________

Vascular Other (specify)- - - - - -

N=new indication; P-previotusy cleared by FDA, Eadded under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW ±Color+ B, Power + PW +B.

-Intaoperative includes abdominal, thoracic, and vascular.

*Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:40)(ReaI-time 3D)

Note 4: iScape

NoteS: TDI

Note&: Color M

Note7: Biopsy Guidance

Notes: Amplitude Doppler

Office a inr iag'io * Device Evailusono and atty

51 __________ 
D-



Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/MTT Diagnostic Ultrasound System

Transducer: 4CD4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _______

General Specific B M PWD CW Color Combine Oilier (speci)
(Track I Only) (Track I & 3) Doppler (specil)'0 ________

Ophthalmic Ophthalmic- - - - -

Fetal P P P P P Notel1,2, 3, 4,6,8

Abdominal P P P P P Notel12, 3, 4,6,8

Intraoperative (specify)-

lntraopierative (Memro)

Laparoscopic

Pediatric P P P P P Note 1,2,3,4,6,8

Small organ(specify)**____

Petal Neonatal Cephalic

Imaging Adult Cephalic ____

& Other Trans-rectal ________

Trains-vaginal

Trans- urethral ________

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional ________

Musculo-skeletal Superficial

Intravascular

Other (specify)**_________

Cardiac Adult

Cardiac Pediatric ____

Cardiac Intravascular (Cardiac)

Trans-esbph.(Cardiac) - - - - ___

Intra-Cardiac

Peripheral Peripheral Vascular ________

lVascular Other (specify) - - -

N=new indication; P--previously cleared by FDA; E-added under Appendix E

Additional cornments:Combined modes: B-IM, PW4-B, Color + B, Power + B, PW +iColor+ B, Power + PW +B.

*lntraoperative includes abdominal, thoracic, and vascular.

*.Small organ-breast, thyroid, testes.

***Other use includes urology.-

Note 1: Tissue Harmonic Imaging+ The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Color M
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic.Ultrasound Indications for Use Form
System: M7/M7T Diagnostic Ultrasound System

Transducer: 6C2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Olperation ________

Gnrl Specific B M PW W Color Combine Other (specify)

(Track I Only) (Track I & 3) Doppler specify)

Ophthalmic Ophthalmic- - - - -

Fetaud________

Abdominal P p p p p Note 1, 2, 4,6,7,8

Intraoperative (specify)-

lntratoperative (Neuro)

-Laparoscopic

Pediatric p p p p p Note 1, 2, 4,6,7,8

Small organ(specify)**

Fetal Neonatal Cephalic P P P P p Note 1, 2, 4,6,7,8

Imaging Adult Cephalic p p P p P Note 1, 2, 4,6,7,8

& Other Trans-rectal ________

Trans-vaginal

Trans-urethral

Trans- esop ht(no n-Card.

Musculo-skeletal Conventional P P. p p P Note 1, 2, 4,6,7,8

Musculo-skeletal Superficial P p p P P Note 1, 2, 4,6,7,8

Intravascular ________

Other (specify)***- - - - - -

Cardiac Adult ________

Cardiac Pediatric ________

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Peripheral Peripheral Vasua P P P p P Note I 246,

Vascular Other (speci ') - - - -

Nnrew indication; P--previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B±M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B3

flntratoperative includes abdominal, thoracic, and vasc:ular.

"Small organ-breast, thyroid, testes

...eOther use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smnart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

Not7: B Iopy Guidance
NteS: Amplitude Doppler

zee0 Evil'.t dnd Sftty
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Mindray Co. Ltd.- M7IM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer: 71,5s

Intended Use: Diagnostic ultirasund imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific B M PW CWVD Color Combine Other (specify)
(Track I Only) (Track I & 3) Doppler (specify)

Ophthalmic. Ophthalmic- - - - - -

Fetal ________

Abdominal ________

lntraoperative (specify)-

tntraoperative (Neuro) ____ ________

Laparoscopic

Pediatric P P p P P Note 1,2,4,6,7,8

Small orgari(specify)* P P P P P Note 1,2, 4,6,7,8

Fetal Neonatal Cephalic

Imaging Adult Cephalic
& Other Trans-rectal

Trans-vagia

Trans-urethial

Trans-esoph. (non-Card.)

Musculdo-skeletal Conventional P P P P P Note 1,2, 4,6,7,8

Musculo-skeletal Superficial P P P P P Note 1,2, 4,6,7,8

Intravascular ________

Other (specify)***

Cardiac Adult ________

Cardiac Pediatric ________

Cardiac tntravascular (Cardiac)

Trans-esoph. (Cardiac) _____

Intra-Cardiac

Peripheral Peripheral Vascular P PP P Nt ,,,,,

Vascular- Other (specify) ________

N--new indication; P=previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power +-B, PWN +Color+ B, Power + PW -B.

- lntraoperative includes abdominal, thoracic, and vascular.

-*Small organ-breast, thyroid, testes

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(ReaI-time 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M
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Mindray Co. Ltd.- M7/M47T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/MTT Diagnostic Ultrasound System

Transducer: L7-3s

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

General Specific B M W V Color Combine Other (specify)
(Track I Only) (Track I & 3) Doppler (specify) ________

Ophthalmic Ophthalmic- - - - -

Fetal

Abdominal P P P P P Note 1,2,4,6,7,8

lntraoperative (specify)-

lntraoperative (Neuro)

La panisco pie

Pediatric P P P P P Note 1,2,4,6,7,8

Small organi(specify)- P P P P P Note 1,2,4,6,7,8

Fetal Neonatal Cephalic

Imaging Adult Cephalic ________

& Other Trans-rectal ________

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P P P P P Note 1,2, 4,6,7,8

Musculo-skeletal Superficial P P P p P Note 1,2, 476,7,8

Intravascular _________

Other (specify)*

Cardiac Adult

Cardiac.Pediatric

Cardiac Intravascular (Cardiac)

- Trans-esoph.(Cardiac) ____

Intra-Cardiac

Peripheral Peripheral Vascular P P P P P Note 1,2,46,7,8

Vascular Other (specify) ________

N=niew indication; Ppreviously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+4M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B3.

'lntraoperative includes abdominal, thoracic, and vasc ular.

**Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging+ The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

ot el: Biopsy Guidance

o 8: Amplitude Doppler
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Mindray Co. Ltd.- M7/M'ZT Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer. L I 2-4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific B M PWD C\W Color Combine Other (specify)
(Track I Only) (Track I & 3) 1 Doppler (specify) ________

Ophthalmic Ophthalmic- - - - - -

Fetal ________

Abdominal P p P P P Note 1,2,4,6,7,8

l~ntraoperative (specify)-

Intrauperative (Neuro)

Laparroscopic

Pediatric P P P P P Note 1,2, 4,6,7,8

Small organi(specify)t* P p P P P Note 1,2,4,6,7,8

Fetnl Neonatal Cephalic

Imaging Adult Cephalic ________

&Other Trans-rectal

Trans-vaginal ____

*Trans-urethral

Trans-esoph.(non-Card.- - - -

Musculo-skeletal Conventional P p P P P Note 1,2, 4,6,7,8

Musculo-skeletal Superficial -P FP IP P P Note 1,2,4,6,7,8

Intravascular

Other (specify"-_________

Cardiac Adult

Cardiac Pediatric _______

Cardiac Intravascular (Cardiac)

Tnans-esoph,(Cardiac) ____

Intra-Cardiac

Peripheral Peripheral Vascular P P P p P Note 1,2, 4,6,7,8

Vascular O0ther (specify)

N-iiew indication; P--previously cleared by FDA; Eadded under Appendix E

Additional comments:Combined modes: B+M, PW-IB, Color + B, Power + B, PW +Color+ B, Power + PW +B.

-Intraoiperative includes abdominal, thoracic, and vascular,

**Small organ-breast, thyroid, testes.

*-*Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(Rea!-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M

Notel: Biopsy Guidance

teS: Amplitude Doppler
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7ftA7T Diagnostic Ultrasound System

Trasducer: LI4-6Ns

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as followvs:

Clinical Application Mode of Operation ________

Gnrl Specific B M PW W Color Combine Other (specify)

(Track I Only) (Track I & 3) Dople (secfy

Ophthalmic Ophthalmic- - - - -

Fetal

Abdominal _______

lntraoperative (specify)'

tntraoperative (Neuro)

Laparoscopic- - - -

Pediatric P P P P P Note ,246,7,8

Small organ(specify)** P P P - P P Note 1,2,,6,7,8

Fetal Neonatal Cephalic

Imaging Adult Cephalic- - - -

& Other Trans-rectal

Trans-vaginal ____

Trans-urethral

Traris-esoph.(non-Card.) - - - -

Musculo-skeletal Conventional P p P P P Note 1,2,4,6,7,8

Musculo-skeletal Superficial P P P P P Note 1,2,4,6,7,8

Intravascular - -

__________Other (specify)--*_______

Cardiac Adult

Cardiac Pediatric ________

Cardiac lIntraviascular (Cardiac)

iTrns-esoph.(Cardiac) - - -

Ilntra-Cardiac

Peripheral jPeripheral Vascular P P PP P Note 1,2,46,7,8

Vascular Other (specify)- - - - - -

Nnrew indication; P-previously cleared by FDA; E~added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Powver + B, PW +Color+ BPow~er + PW +B3

*Intmoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

**Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(Real-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M

Notel: Biopsy Guidance

NoteS: Amplitude Doppler.
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnosti c Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer: P12-As

Intended Use- Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation _______

General ~ M PWD CWD Color Combin Ohr(pc&
(Tnrak Spcii Ony M PWD CWD_______ Doppler (speci, (specify)___
(Track I Only (Track I & 3) specif_____

Ophthalmic Ophthalmic- - - - -

Fetal

Abdominal P P p p P P Note 1, 2,5,6,8

Intraoperative (specify)-

Intraoiperative (Neuro)

Laparoscopic - - - -

Pediatric P P P P P P Note 1, 2,5,6,8

Small ogan(specify) _____

Fetal Neonatal Cephalic p P P P P P oel2,5,6,8
imaging Adl Cehlcp P p P P p Note 12,5,6,8

& Other Trans-rectal

Trans-vaginal- - - - -

Trans-urethral

Trans-esoph.(non-Card.- - - -

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Other (specify'"

- Cardiac Adult P P P P P P Note 1 2568

Cardiac Pediatric P P P p P P Note 1, 2,5,6,8

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac)- - - - -

Intra-Cardiac,

Peripheral Peripheral Vascular ____

Vascular Other (specify) 4 _________

N-=new indication; P-previously cleared by FDA; F-added under Appendix E

Additional comments:Combined modes: B-4M, PW+B, Color + B, Power + B, PW +Color-. B, Power + PW +B.

* lntraoperative includes abdominal, thoracic, and vascular.

*-Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D)(ReaJ-time 3D)

Note 4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance

Note8l: Amplitude Doppler
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Mindray Co. Ltd.- M7/M7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer: CW2s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of' the human body as follows:

Clinical Application Mode of Operation

General specific B M PV Color Combin Other (specify)
(Track I Only) (Track I & 3) - Dnlr (specifv) ________

Ophthalmic Ophthalmic ________

Fetal ________

Abdominal _______

lnttaoperative (specify)-

lntraoperative (Neuro)

Laparoscopic

Pediatric P ____ ________

Small organ(specify)- ____

Petal Neonatal Cephalic ____

tmaging Adult Cephalic

& Other Trans-rectal

Trans-vaginal

Trans-urethral ________

Trans-esoph.(non-Card.)

MUSCulo0-skeletal Conventional _______

Musculo-skeletal Superficial

Intravascular

Other (specify)***

Cardiac Adult P ________

Cardiac Pediatric P ________

Cardiac lIntravascular (Cardiac) _

ITrans-esoph.(Cardiac) - - - -

lIntra-Cardiac ________

Peripheral Perp'heral Vascular-- - -

Vascular O0ther (specify)- - - - - -

NTn,e~ indication; P-previously cleared by FDA; E-added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +-Color+ B, Power + PW +B.

*Intrasoperative includes abdominal, thoracic, and vascular.

"Smrall organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue H-armonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D)

Note 3:4D)(Real-time 3D)

Note 4: iScape

Notes: TDI

Note6: Color M

Note7: Biopsy Guidance

o : Amplitude Doppler

Office of T O y"c Evaluation and Safety
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Mindray Co. Ltd.- M7IM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7/M7T Diagnostic Ultrasound System

Transducer: 7LT4s

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as followvs:

Clinical Application Mode of Operation ________

General . Specific B M PWD C UColor Combin Other (specify)
(Track I Only) (Track I & 3) C~DDoppler (specify) ________

Ophthalmic Ophthalmic ________

Fetal

Abdominal N N N N N Notel,2,4,6,7,8

lntraopienative (specify)- N N N N N Notel,246,7,8

lntraoperative (Neuro) ________

Laparoscopic

Pediatric N N N N . N Notel,2,4,6,S,

Small organ(specify)-* N N IN N N Notel,2,4,6,7,X

Fetal Neonatal Cephalic N N N N N INotel,2,4,6,7,8

Imaging Adult Cephalic ________

& Other Trans-rectal ________

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-slkeletal Conventional N N N N N NdteI,2,4,6,7,8

Musculo-skeletal Superficial N N N .N N NotMl,2,4,6,7,8

Inravascular

Other (specify)**

Cardiac Adult -

Cardiac Pediatric _ _

Cardiac Intravascular (Cardiac)

Trans-esoph.(Cardiac) ___ ____________

Intra-Cardiac ________

Peripheral Peripheral Vascular - N N N N N Notel,2,4,67,8

Vascular Other (specify) I ________

N--new indication; P-previously cleared by FDA; F£added under Appendix E

Additional comnments: Combined modes: B-4M, PW4-B. Color + B, Power + B, PW +Color+ B, Power + PW +8.

*Intrmperative includes abdominal, thoracic, and vascular.

" Small organ-breast, thyroid, testes.

***Other use includes urology.

Note I: Tissue Harmonic Imaging. The fleature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: ThI

Note6: Color M
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Mindray Co. Ltd,- M7IM7T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System: M7IM7T Diagnostic Ultrasound System

Transducer: P7-3Ts

Inten ded Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ________

General Specific B M Color Combin Other (specify)
(Track I Only) (Track I & 3) 1 VfI~ DColr Cach

Ophthalmic Ophthalmic - - - - -

Fetal

Abdominal _______

* lntraoperative (specify)

lntraoperative (Neuro) ____

Laparoscopic

Pediatric ________

Small organ(specify)*

Fetal Neonatal Cephalic

Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Cardl.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular ________

Other (speciy)*

Cardiac Adult ____ ________

Cardiac Pediatric ________

Cardiac Intravascular (Cardiac)

r ns-esoph.(Cardiac) N N N N N N Note 1,2,5,6,8

Intra- Card iac

Peripheral Peripheral Vaclr________
Vascular Other (specify) - - - -

Nnew indication; P~previoiisly cleared by FDA;.Eadded undcr Appcndix E

Additional comments:Combined modes: B+M, PWA-B, Color + B, Power + B, PW +Color+- B, Power + PW +B,

*lnitraoperative includes abdominal, thoracic, and vascular.

"*Small organ-breast, thyroid, testes.

***Other use includes urology.

Note 1: Tissue Hanrmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: ThI

Notes: Color M

*Note7: Biopsy Guidance

oteS: Amplitude Doppler

OMie II V 0 i notic 0 EVU'UATIofnd m $so"

510K 081


